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CLAIMS 1-20 ARE PRESENTED FOR EXAMINATION 

Applicant's Information Disclosure Statement filed March 8, 2004 has been received and 
entered into the application. As reflected by the attached, completed copy of Form 
PTO/SB/08A, (1 sheet), the Examiner has considered the references cited by Applicant. 

Claim Rejection - 35 USC§103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Walsdorf et 
al. (U.S. Patent No. 5,432,200, cited by Applicant) in view of Remington's Pharmaceutical 
Sciences, ("Remington", cited by the Examiner). 

Walsdorf et al. (US 5,432,200) teach a salt of potassium, magnesium and citrate having a 
potassium:magnesium:citrate ratio of "about" 4:1:2, (col. 3, lines 4-13 and 42) . The process for 
preparing the salt includes mixing citric acid with water with uninterrupted agitation, and then 
adding a magnesium compound and potassium compound thereto to produce a dense, hydrated 
mixture (col. 3, lines 36-40). During the addition of the magnesium and potassium compound, 
the temperature conditions are controlled desirably below 100° C. It is further taught that the 
hydrated mixture preferably has a water content between about 10 weight percent and about 20 
weight percent. Additional ions (see present claims 1, 5, 9 and 17) are provided for because 
Walsdorf et al. teach that the potassium and magnesium compounds include salts, such as those 
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presently claimed, i.e., magnesium carbonate, magnesium oxide, magnesium hydroxide, 
potassium carbonate, potassium bicarbonate, (see present claims 14-15). Therefore, in an 
aqueous environment, such as that present in the preparation mixture, (col. 3, line 36, "water"), 
additional ions would necessarily be present. Dietary supplementation is also taught whereby the 
salt is administered to a host in need thereof (see the abstract at line 1). 

The differences between the above and the claimed subject matter lies in that Walsdorf et 
al. fail to teach the specific stoichiometric ratios of potassium, magnesium and citrate as in 
present claims 1, 5, 9 and 17. Also, the particular water content present in the hydrated mixture, 
as well as the physical constants of the prepared salt are not disclosed, (see present claims 4, 8, 
16 and 20). Finally, the patentees fail to highlight spray drying as the process used to dry their 
composition (see, for example, col. 3, line 2, "milled and dried", emphasis added). 

However, the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject matter pertains 
because Walsdorf et al. teach that the salt may have a potassium: magnesium: citrate ratio of 
" about " 4: 1 :2. Further, at col. 3, lines 1 1-13, the patentees admit that "[although the structure of 
the resultant product is not known with certainty, a likely structural formula for the preferred 
product is shown in Fig. 1 " (emphasis added). Thus, the patentees provide for a variability of 
ratios not inconsistent with the ratios presently claimed. In the absence of evidence to the 
contrary, nothing unexpected is seen in varying the ratios of components in a manner specifically 
suggested by the reference. It appears that Applicant has done no more than take the invention 
of Walsdorf et al. to its next, logical step and perform tests to determine the actual structure of 
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the product produced in the reference. 

Also, the reference provides for a hydrated mixture. The determination that such level of 
hydration represents the claimed values is not seen to be an act of invention. 

Further, the Examiner is not equipped to make a physical comparison between the 
presently claimed salt and that of the reference, (see MPEP § 21 13, last sentence, "As a practical 
matter, the Patent Office is not equipped to manufacture products by the myriad of processes put 
before it and then obtain prior art products and make physical comparisons therewith " In re 
Brown, 459 F.2d 531, 535, 173 USPQ 685, 688 (CCPA 1972). Thus, because the product of 
Walsdorf et al. and that claimed appear to be the same or else not patentably distinct, it must be 
presumed that the physical constants presently claimed, e.g., the endothermic peak for 
decomposition, etc., would also have been within the scope of the teachings of the reference. 

Finally, as noted above, Walsdorf et al. provide generally for a drying step in order to 
produce a powder suitable for processing into pharmaceutical compositions (Walsdorf et al. at 
col. 3, line 51 - col. 4, line 10). Therefore, one of ordinary skill in the art would have looked to 
conventional drying processes in order to practice the invention of the patentees. One such 
process that would have been known to the artisan would have been spray drying, which 
Remington teaches as being known for the processing of powders that are to be formed into 
pharmaceutical compositions (see pg. 1535, col. 1, under the heading "Spray Drying" and col. 1, 
first paragraph, i.e., "[pjowders are encountered in almost every aspect of pharmacy, both in 
industry and in practice. Drugs and other ingredients, when they occur in the solid state in the 
course of being processed into a dosage form, usually are in a more or less finely divided 
condition...". 



Application/Control Number: 10/797,321 



Page 5 



Art Unit: 1614 

Accordingly, for the above reasons, it is believed that the presently claimed subject 
matter would have been obvious and therefore, claims 1-20 are properly rejected. 
None of the claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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